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DETAILED ACTION 

Claims 1 , 2, 6-8 and 1 8 are pending. 

Claim Rejections - 35 USC § 101 
Claim Rejections - 35 USC §112 

The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Claims 1, 2, 6-8 and 18 are rejected under 35 U.S.C. 101 because the 
claimed invention is not supported by either a specific and substantial asserted 
utility or a well established utility. 

This rejection is maintained essentially for the reasons of record set forth 
in the previous Office action, mailed 3/9/05, in slightly modified form. 

The instant application discloses that the utility of the instantly claimed 
products is for eliciting an immune response, or as a vaccine, in order to protect 
an animal from flea infestation (see page 49, lines 23-24), and further, that in 
order to do so, "a therapeutic composition of the present invention is 
administered to the animal in an effective manner such that the composition is 
capable of protecting that animal from flea infestation". The specification further 
discloses that this protection would occur when the therapeutic composition of 
the present invention is introduced into the animal, said animal produces 
antibodies in response to the administration, fleas feeding on the blood of said 
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animal ingest said antibodies, and the possible outcomes are u {a) reducing the 
viability of fleas that feed from the treated animal, (b) reducing the fecundity of 
female fleas that feed from the treated animal, (c) reducing the reproductive 
capacity of male fleas that feed from the treated animal, (d) reducing the viability 
of eggs laid by female fleas that feed from the treated animal, (e) altering the 
blood feeding behavior of fleas that feed from the treated animal (e.g., fleas take 
up less volume per feeding or feed less frequently), (f) reducing the viability of 
flea larvae, for example due to the feeding of larvae from feces of fleas that feed 
from the treated animal, (g) altering the development of flea larvae (e.g., by 
decreasing feeding behavior, inhibiting growth, inhibiting (e.g., slowing or 
blocking) molting, and/or otherwise inhibiting maturation to adults), and/or (h) 
altering or decreasing the ability of fleas or flea larvae to digest a blood meal." 
(page 66-67 of the specification). However, in order for such outcomes to 
actually occur, the animal would have to respond to administration of the nucleic 
acid claimed, or the protein encoded by said nucleic acid, by producing 
antibodies in sufficient quantities, and of effective specificity, i.e. the binding of 
the antibodies to the HMT protein in the fleas that ingested the blood or feces, 
would have to have the effects listed above. Applicants have provided no 
evidence in the specification that such results are the outcome of administering 
the claimed nucleic acid, or vaccines comprising said nucleic acid, to an animal. 
The mere ability of a particular protein to elicit an immune response, would not 
necessarily yield the result of preventing flea infestation, or the death or 
impairment of a flea which then feeds on the animal and perhaps ingests said 
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antibodies. A substantial utility does not include those utilities that require or 
constitute carrying out further research to identify or reasonably confirm a "real 
world" context of use. 

Further utilities listed in the specification are also found not substantial and 
specific. For instance, the specification discloses that "once identified, these 
genes are further characterized and specific interference strategies can be 
identified. As such, flea HMT proteins and nucleic acids of the present invention 
have utility because they represent novel targets for anti-arthropod vaccines and 
chemotherapeutic drugs". However, the use of a disclosed nucleic acid for the 
purpose of further research and discovery, or as a "target" for such research, 
does not constitute a specific and substantial utility, since applicant's have not 
taught how to use the nucleic acid for such research. Such vague, general 
statements or statements of usefulness for further research are not acceptable 
as a utility. 

Applicants have argued in their response filed 6/13/05, that the 
specification provides "several credible, specific and substantial uses for flea 
HMT nucleic acid molecules and proteins encoded by such nucleic acid 
molecules", for example "eliciting an immune response against flea HMT 
proteins, vaccines and other therapeutic uses" (page 3 of the response). 
However, for the reasons set forth above, it is maintained that the application has 
not provided a substantial and/or specific utility as required. 
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Claims 1, 2, 6-8 and 18 are also rejected under 35 U.S.C. 112, first 
paragraph. Specifically, since the claimed invention is not supported by either a 
specific and substantial asserted utility or a well established utility for the reasons 
set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 

This rejection is maintained for the reasons made of record in the 
previous Office action, altered slightly to account for applicant's amendments to 
the claims. 

Claims 1, 2, 6-8 and 18 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. 

Claims 1, 2, 6-8 and 18 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. 

The claims are drawn to a nucleic acid having at least 95% sequence 
identity with a particularly disclosed sequence, SEQ ID NO: 26, wherein said 
nucleic acid molecules encode a flea HMT protein capable of eliciting an immune 
response against at least one epitope of a flea HMT protein, recombinant viruses 
comprising said nucleic acid molecule, recombinant cells comprising said nucleic 
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acid molecule, and a composition comprising an excipient and said nucleic acid 
molecule. Thus the claims are drawn to a genus of variants of the nucleic acid 
molecule whose sequence is shown in SEQ ID NO:26, encoding a protein 
capable of eliciting an immune response to any flea HMT protein. 

To provide adequate written description and evidence of possession of a 
claimed genus, the specification must provide sufficient distinguishing identifying 
characteristics of the genus. The factors to be considered include disclosure of 
complete of partial structure, physical and/or chemical properties, functional 
characteristics, structure/function correlation, methods of making the claimed 
product, or any combination thereof. In this case, the only factor present in the 
claims is a partial structure in the form of a recitation of percent identity, and a 
requirement that the encoded protein is "capable of eliciting an immune response 
against at least one epitope of a flea HMT protein". There is no identification of 
any particular portion of the structure that must be conserved in order to have 
this capability. There is no disclosure of the structures in the encoded protein 
which would be required to supply this capability, and there is no disclosure that 
the encoded protein is a member of a well studied family of proteins, or even 
whether it possesses homology to any known proteins. The activity or function of 
the protein, its cellular location, and the three dimensional structure of the 
encoded protein are not disclosed. There is no identification of regions or 
particular amino acids necessary to impute the ability to elicit an immune 
response. Accordingly, in the absence of sufficient recitation of distinguishing 
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identifying characteristics, the specification does not provide adequate written 
description of the claimed genus. 

Vas-Cath V. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date 
sought, he or she was in possession of the invention. The invention is, for 
purposes of the 'written description' inquiry, whatever is now claimed" (See 
page 1117). The specification does not "clearly allow persons of ordinary skill in 
the art to recognize that [he or she] invented what is now claimed." (See Vas- 
Cath at page 1116). As discussed above, the skilled artisan cannot envision the 
detailed chemical structure of the encompassed genus of nucleic acids, and 
therefore conception is not achieved until reduction to practice has occurred, 
regardless of the complexity or simplicity of the method of isolation or 
identification. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of isolating it. 
The compound itself is required. See Fiers v. Revel, 25USPQ2d 1601 at 1606 
(CAFC 1993) and Amgen Inc. v. Chugai Pharmaceutical Col. Ltd., 18USPQ2d 
1016. 

One cannot describe what one has not conceived. See Fiddes v. Ba/rd, 
30 USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF's were 
found to be unpatentable due to lack of written description for that broad class. 
The specification provided only the bovine sequence. 

Therefore, only isolated nucleic acid set forth in SEQ ID NO:26, but not 
the full breadth of the claims, meets the written description provision of 35 U.S.C. 
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112, first paragraph. Applicant is reminded that Vas-Cath makes clear that 
written description provision of 35 U.S.C. 1 12 is severable from its enablement 
provision (see page 1115). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 2, 6-8 and 18 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claim 1, and by dependence, claims 2, 6-8 and 18, are vague and 
indefinite in the recitation of "capable of, since this phrase refers to a latent 
ability, and it is unknown whether the ability is expressed or observed in the 
invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 



Application/Control Number: 1 0/621 ,901 Page 9 

Art Unit: 1636 

Claims 1, 2, 6-8, 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Brandt et al. (WO 00/61621) (the entire document is not being 
supplied since it is over 900 pages). 

Brandt et al. disclose an isolated nucleic acid molecule having at least 
95% identity with SEQ ID NO: 26 (see attached alignment, see claim 26, see 
SEQ ID NO:381, see Table II, page 34). The reference discloses recombinant 
virus comprising said nucleic acid, and compositions comprising an excipient and 
said nucleic acid (see page 91 , attached). 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Nancy T. Vogel whose telephone number is 
(571 ) 272-0780. The examiner can normally be reached on 7:00 - 3:30, Monday 
- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Irem Yucel, Ph.D. can be reached on (571) 272-0781. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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